q^jl^t 43016-A-PCT-US/JPW/AKC 



Iprlaratinn anil l^amBV of Attuning 



A6 a befocu-Kiamed invzntox, I hzizby dzclaxz that: 

My Te4«<ewce, poU o{^iicz addtzu, and cLtizznhhip ate a4 btatzd bzlouj mxt to my name. 

I bzUzvz I am tho. original, iiii^t and holz invzntot [ii only ona name a lihtzd bzlow] 
01 an oxiginaip iixU and joint inv^ntot (i<$ piuiai name* ate ti6tzd bzlow] oi t/ie bubjzct 
wattzi which i6 claimzd and iox which a patent ih nought on the invention entitled: 

GANGLIOSIDE-KLH CONJUGATE VACCINES WITH QS-21 



the 6peciiication o^ which 
(checfe one) 

ih attached hexeto. 



wa^ ^iled on January 21, 1994 a6 



Application Sexiai No. PCT/US94/00757 and entered the Nationa l 

stage as U.S. Serial No. 08/196/154 

and wah amended on July 21/ 1995 . 

(i{^ applicable] 

I heieby Uate that I have reviewed and u.ndex6tand the contents of^ the above- 
identified 6peci(iication, including the ctaimh, ah amended by any amendment xeiexxed 
to above. 

I acknowledge the duty to dii/ilohe infoxmation of which I am awaxe which i>> matexiai 
to the examination oi thi6 application in accoxdance with Titli 37 f Code oi Fedexai 
Hegalationhp Section /.56(a). 

I hexeby claim {^oxeign pxioxity beneiith undex Title 35, United States Code, Section 1 19 
o{^ any ioxeign application^) iox patent ox inventox'6 cextificate lifted below and have 
al60 identif^ied below any ioxeign application fox patent ox inventox'6 cextificate having 
a filing date befoxe that of the application on which pxioxity is claimed: 

Pxiox Foxeign Application[6) Pxioxity Claimed 

Nambex Countxy Filing Vote Veh No 




• 



f 



Declaration and Power of Attorney Page 2 

I hereby claim the benefit under Title 35. United States Code. Section J 20 of any United 
States Application(s) listed below and. insofar as the subject matter of each of the claims of 
this application is not disclosed in the prior United States application in the manner provided 
by the first paragraph of Title 35. United States Code. Section 112. I acknowledge the duty to 
disclose material information as defined in Title 37, Code of Federal Regulations, Sections 
L56(a) which occurred between the filing date of the prior application and the national or 
PCT international filing date of this application: 

Application Serial No. FHinjt Date Status 

PCT/US94/00757 .TP.nn^i^ 91 , iQQa ppnrling 



08/009*268 January 22, 1993 abandoned 

And f heretiy appoint I 

John p.. .Whi1:e (Reg.. No. 28, €78. ) ; Thomas F. Moran (Reg. No. 16, 579 ) ; / / 
Norman H. Zivin (Reg. No. 25,385) ; Ivan S. Kavrukov (Reg^ Ncr. 
25, 161),; Christopher C. Dunham (Reg. No . J2-2_JD-3.1.) ; Thomas G. Carulli 
(Reg. No. .^0_^_6J^ ; Robert D. Katz (Reg. No. 3 0,14jJ _r Peter J. 
Phillips (Reg. No. 29,69 JJ-; Richard S. Milner (Reg. No. ^3, 970J ; 
Matthew J. Golden (Reg. No._33-J^l); Albert Wai-Kit Chan (Reg. No. 

Kristina L. Konstas (Reg. No. 37, 864) ; Robert T. Maldonado 
(Reg. No, 3_8^ 23 2) ; and Lewis J. Kreisler (Reg. No ,_3_a^_522J_,. 
3rd eacii of tiran, all c/o Oxpar & nxhem IIP cf 1185 Psjgtub cf the Aia^Lcas, N&? ^fcsk, l& Ycxk 
10036, Tfel. (212) 278-0400, my attorneys, each with full power of substitution and relocation, 
to prosecute this application, to make alterations and amendments therein, to receive the patent, 
to transact all business in the Patent and Trademark Office connected therewith and to file 
any International Applications which are based thereon under the provisions of the Patent 
Cooperation Treaty, 

Please address all communications, and direct all telephone calls, regarding this application to 

_ Cooper A Dunham JJX> 
,JJL85_Avenug_^ the Americas 
_N^LJfejdc,.JfefeLJCQrk — r003j6::=r- 
Tel (212) 278-0400 

/ hereby declare that all statements made herein of my own knowledge are true and that ail 
statements made on information and belief are believed to be true: and further that these 
statements were made with the knowledge that willful false statements and the like so made 
are punishable by fine or imprisonment, or both, under Section 1 00 1 of Title 18 of the United 
States Code and that such willful false statements may jeopardize the validity of the 
application or any patent issued thereon. 

Full name of sole or ./^ 

first joint inventor .^Ehilip Qrdway/Livin ggton \ 

Inventor's signature 

Citizenship United States f[ Date of signature^ 

Residence 156 E 79th Street/ New York/ NY 10021 KlV 




Post Office Address same as residence address 




Declaration an J Po^\'er of Attorney Page 3 

Full name of joint 

inventor (if anv) Friedhelm Helling <^ 



Inventor's signature 

Citizenship Germany Date of signature^ S//7/3S- 

Residence 504 E 63rd Street/ Apt 25N/_New York. NY 1QQ21 
Post Office Address same as residence address 



/\/y 



Full name of joint 

inventor (if any) 

Inventor's signature ^ 

Citizenship Date of signature 

Residence 

Post Office Address 



Full name of joint 

inventor (if any) 

/nventor's signature „ — 

Citizenship __Date of signature 

Residence . — 

Post Office Address ^ 



« ^ rs TA..i^^^^^^ Friedhel llirtq . 43016-A-PCT-US/ 

Applicant or Patentee: -fP O. Livingsto n and -^*^^^^^^y^jPW/AKC 

Serial or Patent No.: Od/196/154 ^ Docket Ho.:__ 

Filed or Issued: JU-^Y -^^^^ 

Title of Invention or Patent: GANGLIOSIDE KLH CONJUGATE VACCINE PLUS QS-21 



VERIFIED STATEMENT (DECLARATION) CLAIMING 
SMALL ENTITY STATUS UNDER 37 C.F.R. §1.9 (f) 
AND §1.27 (c) - SMALL BUSINESS CONCERN 

I hereby declare that I am: 

the owner of the small business concern identified below. 

^ an official of the small business concern empowered to act on behalf of the 

concern identified below: 

Name of Concern: Progenies Pharmaceuticals/ Inc. 



Address of Concern: . 777 Old Saw Mill River Road 
Tarirvtown/ New York 10591 



I hereby declare that the above identified small business concern qualifies as a 
small business concern as defined in 13 C.F.R. §121.3-18, reproduced in 37 C.F.R. 
§1.9 (d), for purposes of paying reduced fees under 35 U.S.C. §41 (a) and §41 (b), in 
that the number of employees of the concern, including those of its affiliates, does 
not exceed five hundred (500) persons. For purposes of this verified statement, the 
number of employees of the business concern is the average number, over the previous 
fiscal year, of the persons employed by the business concern on a full-time, 
part-time, or temporary basis during each pay period of the fiscal year, and 
concerns are affiliates of each other when, either directly or indirectly, one 
concern controls or has power to control the other, or a third party or parties 
controls or has power to control both. ^ 

I hereby declare that rights under contract or law have been conveyed to and remain q[J 
with the small business concern identified above with regard to the invention — ^ 
entitled ^ 

< 

GANGLIOSIDE KLH CONJUGATE VACCINE PLUS QS-21 ^ 



described in: 



the specification filed herewith 



CD 



X application serial no. 08/196/ 154 filed July 7^ . 1QQS U| 

patent no. issued • ^ 

If the rights held by the above identified small business concern are not exclusive, O 
each individual, concern or organization having rights to the invention is listed 
below^ and no rights to the invention are held by any person, other than the 
inventor, who could not qualify as an independent inventor under 37 C.F.R. §1.9 (c)*, 
any concern which could not qualify as a small business concern under 37 
C.F.R. §1.9{d)* or as a nonprofit organization under 37 C.F.g. §1.9(e)*. 

Name : Sloan-Ketterinq Institute for Cancer R^sga^rch „ 

AddL-ess: 1275 York Avenue/ New York, NY 10021 = 

Individual Small Business Concern x Nonprofit Organization J 

i 

NOTE: Separate verified statements are required for each named person, concern, or 
oraanization havinq rights to the invention averring to their status as small 



37 C.F.R. SSI. 9(c), i), 1.9(e) 



(c) An independent inventor as used in this chapter means any inventor who (1) has not 
assigned, granted, conveyed, or licensed, and (2) is under no obligation under 
contract or law to assign, grant, convey, or license, any rights in the invention to 
any person who could not likewise be classified as an independent inventor if that 
person had made the invention, or to any concern which would not qualify as a small 
business concern or a nonprofit organization under this section, 

(d) A small business concern as used in this chapter means any business concern as 
defined by the Small Business Administration in 13 C.F.R. §121.3-18, published on 
September 30, 1982 at 47 FR 43273, For the convenience of the users of these 
regulations, that definition states: 

§121.3-18 Definition of small business for paying reduced patent fees under Title 
35, U.S. Code. 

(a) Pursuant to Pub. L. 97-247, a small business concern for purposes of paying 
reduced fees under 35 U.S. Code 41(a) and (b) to the Patent and Trademark Office means 
any business concern (1) whose number of employees, including those of its 
affiliates, does not exceed 500 persons and (2) which has not assigned, granted, 
conveyed, or licensed, and is under no obligation under contract or law to assign, 
grant, convey or license, any rights in the invention to any person who could not be 
classified as an independent inventor if that person had made the invention, or to any 
concern which would not qualify as a small business concern or a nonprofit 
organization under this section. For the purpose of this section concerns are 
affiliates of each other when either, directly or indirectly, one concern controls or 
has the power to control the other, or a third party or parties controls or has the 
power to control both. The number of employees of the business concern is the average 
over the fiscal year of the the persons employed during each of the pay periods of the 
fiscal year. Employees are those persons employed on a full-time, part-time or 
temporary basis during the previous fiscal year of the concern. 

(b) If the Patent and Trademark Office determines that a concern is not eligible as 
a small business concern within this section, the concern shall have a right to appeal 
that determination to the Small Business Administration. The Patent and Trademark 
Office shall transmit its written decision and the pertinent size determination file 
to the SBA in the event of such adverse determination and size appeal. Such appeals 
by concerns should be submitted to the SBA at 1441 L Street, NW., Washington, D.C.. 
20416 (Attention: SBA Office of General Counsel) . Thf^ appeal should state the basis 
upon which it is claimed that the Patent and Trademark Office initial size 
determination on the concern was in error; and the facts and arguments supporting the 
concern's claimed status as a small business concern under this section. 

(e) A nonprofit organization as used in this chapter means (1) a university or other 
institution of higher education located in any country; (2) an organization of the 
type described in section 501(c) (3) of the Internal Revenue Code of 1954 (26 U.S.C. 
501(c) (3)) and exempt from taxation under section 501(a) of the Internal Revenue Code 
(26 U.S.C. 501(a)); (3) any nonprofit scientific or educational organization 
qualified under a nonprofit organization statute of a state of this country (35 
U.S.C. 201 (i) ) ; or (4) any nonprofit organization located in a foreign country which 
would qualify as a nonprofit organization under paragraphs (e) (2) or (3) of this 
section if it were located in tnis country. 



Snail Entity/Small Busin«8s Concern 
Page -2- 



of'^ha!?,. s?a?us°«si!'tij.a ""^^ »PP"?"io„ or patent, notifiiation 

status" Pri=r%o'pa"S5r%ra\"\\\%>" 4"X"ueVt o'/l}, 

fee or any maintenance fee due afi-*.»- t-ho \ril ^' ™ sliest of the issue 

entity is no longer appropriate. ^''''^ °" * ^"'^ll 

37 C.F.R. SI. 28(b)* 

li^ifsi je-t- £r HH^Li- ^^^^^^^^ 

statements nay jeopariurthe validitv =f Vh. V «illtul false 

thereon, or aV pa^tent "o'^UiX^VJriT^J^l^A^^^^^^ 



Name of Person Signing:, 
Title In Organization:, 



Paul J. Maddon 



Address : 

Signature 
Date of Signature: 



Chairman, Scientific Director & CEO 



777 Old Say Mill Riiy^T> T?^n^ 
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♦See Reverse 



37 C.F.R. §1. 28(b) 



(b) Once status as a small ntity has been established in an application or 
patent, fees as a small ntity may thereafter be paid in that application or 
patent without regard to a change in status until the issue fe is due or any 
maintenance f e is du • Notification of any change in status r suiting in 
loss of entitlement to small entity status must be filed in the application 
or patent prior to paying, or at the time of paying, the earliest of the 
issue fee or any maintenance fee due after the date on which status as a 
small entity is no longer appropriate pursuant to §1.9 of this part. The 
notification of change in status may be singed by the applicant, any person 
authorized to sign on behalf of the assignee, or an attorney or agent of 
record or acting n a representative capacity pursuant to §1.34 (a) of this 
part. 




m 
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Applicant or Patentee: J. 'P 0- Livingston and Friedheli& --Linat tornly ,-'i3016-A-PCT-U; 
Seri«l or Patent No.: -•/196,_154 ... Docket Ho: "^P^VMC 

Filed or Ittued: .inly ot , iqqc; ^ZZIT 

TiCl of Invention or Patent: GANGLIOSIDE-KLH rONJUGATF. VAfrTMF Pin*; n?;-?l 



VERIFIED STATEHE^f^ (DECUKATIOH) CLAMnK 
SMALL EMTITY STATUS UKDER 37 C.P.R. 11.9(f) 
AND U . 27(d) - NONPROFIT 0RCAH12ATI0H 

I hereby declare that I aa an official eapovered to act on behalf of the nonprofit 
orgenixation identified belov: 

of OrganisetiOQ: Sloan-Ketterino Tnc^^|:.lrp for r;. nr^r B^co.^.K 



Addrcea of Organ it «e ion: 1275 YorV Av^nnp 
New York. New York 10071 



TYPE OP ORGAHIZATION: 



UNIVERSITY OR OTHER IMSTITUTIOW OF HICHSE SDUCATIOS 

TAX BXZMPT UNDER IWTERNAL REVENUE SERVICE COOC 26 O.S.C. IfSOl(a) end 

501(e)(3) 

MONPROFIT SCIENTIFIC OR EDUCATIONAL UNDER STATUTE OP STATE Of THE DIITTED 
STATES OP AMERICA 

HAKE OF STATE: ' 

CITATION OF STATUTE: ~^ 



WOULD QUALIFY AS TAX EXDlPT UNDER INTERNAL REVENUE SERVICE CODE 26 O.S.C. 
SS50l(«) end 501(c)(3) IP LOCATED IN THE UNITED STATES OP AMEiRICA 
WOULD QUALIFY AS MONPROFIT SCIENTIFIC OR EDUCATIONAL UNDEl STAIVIE OP STATE 
OP THE UNITED STATES OP AMERICA IP LOCATED IN THE UNITED STATB 0» ANEXICA 

NAME OP STATE: - 

CITATION OF STATUTE: 



I hereby declare that the nonprofit organixatioo identified abore quelifies a« a 
nonprofit organization as defined io 37 C.P.R. SI. 9(e)* for purpose* of paying GD 



m 



reduced fees under 35 U.S.C. |4l(«) and 41(b), with regard to the iaveotioo entitled 

GANGLIOSIDE-KLH CONJUGATE VACCINE PLUS OS-21 \ 

by inventor (•) Philip 0. Livingston and Frledhelm Honing ^ 

described io: ^ 

the specif icatioa filed herewith ^ 

^ epplicatioo serial no .0 Q/1^6;154 July 21, 1995 • - Q 

^ patent no. issued 



m 

I hereby declare that rights under contract or law have been conveyed to and remain Q 
with the nonprofit organization with regard to th« above identified inwotioo* Q 

If the rights held by the nonprofit organization are not exclusive each individual^ 
concern, or organization known to have rights to the invention is listed below and 
no rights to the invention are held by any person, other than the inventor, who could 
not qualify as a small business concern under 37 C.P.R. f I. 9(d)* or s nonprofit 
organization under 37 C.P.R. 1.9(e)* 

^HOTE: Separate verified statements are required from each person, concern, or 
organization having rights to the invention averring t their status as small 
entities. 37 C.P.R. §1.27. 

Rcm: Progenies Pharmaceuticals, Inc. 



37 C.F.R. SSI. 9(d), 1.9(e) 



(d) A small business concern as used in this chapter means any business concern as 
defined by che Small Business Administration in 13 CF.R. $121.3-18, published on 
September 30, 1982 at 47 FR 43273. For Che convenience of the users of these 
regulations, that definition states: 

1121.3-18 Definition of small business for paying reduced patent fees under Title 
35, U.S. Code. 

(«) Pursuant to Pub. L. 97-247, a small businesa concern for purpca«a of paying 
rcduc«4 feea undor 33 U.S. Co4« 41(a) and (b) Co ch« Patent aod TradtMrk Office Mans 
My buaiDeaa conc«ni (1) whoa« ouab«r of employeta, iacludirif tboM of its 
«ffiliact»» does coc txcead SOO persona aod (2) which has ooc asvifr^d, granced, 
conveyed, or licenatd, and it under no obligacioo under concract or lav to aaaign. 
granc , convey or license, any rights in the invention to any person who could n t be 
cleasified as an independent inventor if that person had made the invention^ or c any 
concern vhich vould not qualify as a taell business concern or a nonprofit 
organization under thia aection. For the purpoae of thia aectlom comcema are 
affiliatea of each other vhen either, direcdy or indirectly, one comcera concrola or 
haa che pover to control the other, or a third party or parties cootrola or haa the 
power to control both. The number of employeea of the busineaa concern ia the average 
over the fiscal year of the the persons employed during each of the pay periods of the 
fiscal year. Employees are those persona employed on a foil-time, part-tiae or 
temporary baaia during the previous fiacal year of the concern* 

(b) If the Patent and Trademark Office deter«inea that a concern ia not eligible as 
a small business concern vithin this sectioo, the concern shall have a right to appeal 
that determination to the Small Business Administration. The Patent and Trademark 
Office shall transmit its written decision and the pertinent aiae determination file 
to the SBA in the event of such adverse determination and site appeal. Such appeals 
by concema should be submitted to the SEA at 1441 L Street, W., Washington , D.C. 
20416 (Attention: SBA Office of General Counael). The «ppa«l should atate the basis 
upon which it ia claimed that the Patent and Trademark Office initial aize 
determination on the concern waa in error; aod the facts and argumtnts supporting the 
concern's claimed statua as a small business concern under this section. 

(e) A nonprofit organisation as used in this chapter means (1) a university or other 
institution of higher education located in any country; (2) an organisation of the 
type described in section S01(c)(3) of the Internal leveoue Code of If 54 (26 U.S.C. 
501(c)(3)) and exeaipt from taxation under section 501(a) of the Internal leveoue Code 
(26 U.S.C. -501(a)); (3) any nonprofit scientific or educational organisation 
qualified under a nonprofit organisation statute of a state of this country (35 
U.S.C. 201(i); or (4) any nonprofit organisation located ia a foreign country which 
%#ould qualify aa a nonprofit orgaoisaciom under paragraphs (e)(2) or (3) of this 
aection if it werei located in this country* 



Smal 1 Ent i ty /Nonpro.f i C 
Page -2- 



I acknowledge the duty to file, in this application or patent, notification of any 
change in status resulting in loss of entitlement to small entity status prior to 
paying, or at the time of paying, the earliest of the issue fee or any maintenance fee 
due after the date on which status as a small entity is no longer appropriate 37 
C.F.R. 11.28(b)*. 

I hereby declare that all statements made herein of my own knowledge are true and that 
all statiaenca made on information and belief are believed to be true; and further 
that these statements were made with the knovUdge that willful false statements and 

the like so made are punishable by fine or imprisonment, or both, under 18 U.S.C. 
flOOl, and that such willful false statements may jeopardize the validity of the 
application, any patent issuing thereon, or any patent to which this verified 
statement is directed. 



Name of Person Signing: James S, Quirk 

lii^* ^" Organization: Senior Vice President. Research Resourr.. M.n..Pn..nr 
Address: 1275 York Avenue 



ev Yor,k, New York I002I 



Signature: 

Date Of Signatur/: 
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♦See Reverse 




\Wmm 16 NOV 1995 



37 C.F.R. §1. 28(b) 



(b) Once status as a small entity has been established in an application or patent 
fees as a small entity may thereafter be paid in that application or patent without 
regard to a change in status until the issue fee is due or any maintenance fee is due. 
Notification of any change in status resulting in loss of entitlement to small entity 
status must be filed in the application or patent prior to paying, or at the time of 
paying, the earliest of the issue fee or any maintenance fee due after the date on 
vhich status as a small entity is no longer appropriate pursuant to fl.9 of this part . 
The notification of change in status may be signed by the applicant, any person 
authorixed to sign on behalf of the assignee, or an attorney or agent of record or 
acting in a representative capacity pursuant to Sl.34va) of this part. 
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